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• Recruitment and referral 

• Patient recruitment and retention 

• Eligibility and screening failure 
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Recruitment and referrals 
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Current status 

• Previously:  
- Few trials 
- Phase 2 
- Expert centres 
- “historical” patients 

 
- Recruitment targets relatively easily reached in 

rather short time frame in a limited number of large 
volume centres 
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Current status 

• Previously  

• Currently 
- Numerous competing trials 
- Phase 3 
- More or less the same target population 
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• Increase awareness 

- Websites  

• General information 

• Trial-specific website 

- EC approval? 

- Experience? 

• Country-specific regulations and habits 

- Initiatives on general information 

• Media 

- NASH Education Program 

• Social media  
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• General practitioners 

- Curriculum 

- Post-graduates, conferences, meetings 

- Information leaflets 

- Information leaflets and posters in waiting room? 

 
• Specialists 

- Different specialties 

• Diabetology 

- Common guidelines 

- Seek for collaboration and implementation of recommendations 

» Attendance at meetings  
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• Specialist 
- Obesity clinics, gastroenterologist, cardiologists 

 
- Postgraduates & conferences & meetings 
- Information leaflets 
- Information leaflets and posters waiting rooms 
- Referral letters 
- Other media? 
 
- Information letter, newsletters for potential referring 

physicians 
- Letter to inform general practitioner or referring physician of 

screening and/or inclusion 
- Call with treating physician? 
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• Specialist 
- Obesity clinics, gastroenterologist, cardiologists 

 
- Postgraduates & conferences & meetings 

- Information leaflets 

- Information leaflets and posters waiting rooms 

- Referral letters 

- Other media? 

 

- Information letter, newsletters for potential referring physicians 

- Letter to inform general practitioner or referring physician of 
screening and/or inclusion 

- Call with treating physician? 

Only 24% of academic 
gastroenterologists and 
hepatologists in the USA 

routinely perform liver biopsy1 

1Rinella et al, Hepatology 2016 
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Patient recruitment and retention 
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•Recruitment tools 

- Increase general awareness 
• Trial-specific information? 

• Websites, flyers,… 

- Role of general practitioners and referring physicians 
• Communication! 

• Template letters 

• Calls 
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• Difficulties in motivating the patients to participate 
- Lack of knowledge 

• Good information = time consuming 

- Biopsy (need? Complications? Alternatives?)  
• Good information, experienced physician to perform biopsy 

- Placebo 
• No approved therapy 

- Long term study 
• Information  

- Biopsy result itself can help!  
- Letter to inform general practitioner or referring physician of 

eligibility 
- Call with treating physician? 
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Patient retention 
• Long term trials 

• Potential side effects 

- Communication and complete information 

- Realistic expectations 

 

• Follow-up biopsies 

- Experienced physician 

 

• Calls 

• Apps (mPAL Trial Guide App) 

• Websites 

• Trial booklets 

• … 
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• Travel and meal reimbursement 
• Parking ticket! 

 
• Reminder messages 
• “Thank you” messages 
• Positive appreciation 

 
• Some tools need EC approval (country-specific) 

 
• No single tool will do the trick!! 
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Screening failure 
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• In- and exclusion criteria 
- ALT? 
- Requirements for glycemic control 

• Concommitant medication 

- Especially for current phase 3 long term 
• Stable condition before screening and study entry 

- Weight and physical activity 

- Anti-diabetic drugs and requirements for glycemic control 

- Lipid-lowering drugs 

- 6 month trial life style modification before trial entry 
• Most frequent reason for SF is based on biopsy 
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Sanyal et al, DDW 2016 (Courtesy L. Fischer) 
Goodman et al, ETC 2017 (Courtesy L. Fischer) 

812 -> 566 -> 289 
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• Variable but sometimes quite high  
• How to avoid? 

- “historical biopsy” 

• Local reading 
- Pre-screening 

• clinical characteristics, scores (NFS, FIB4,…), 
elastometry,… 

- Enrich population for more severe NASH + fibrosis 

- we need to work on algorithms 

• Biopsy upfront (so not within the screening period) 
and then further screening based on local reading of 
biopsy 
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• Variable but sometimes quite high  
• How to avoid? 
• Central reading issues 

- Concordance or discordance with local reading 

• 1 or 2 expert pathologists (work load?) 
- Spare slides/material 

• Locally stained slides?  
- Long biopsy cut in 2 pieces  
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Sanyal et al, DDW 2016 (Courtesy L. Fischer) 
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